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Abstract

Background and Objectives: Diabetic kidney disease (DKD) is one of the leading causes of
chronic kidney disease (CKD) worldwide. Individuals over 65 years of age with type 2 dia-
betes mellitus (T2DM) constitute a growing age group that is frequently underrepresented
in randomized clinical trials. Finerenone has been shown to reduce renal progression and
cardiovascular events in patients with albuminuric DKD. To evaluate the clinical and labo-
ratory characteristics as well as the therapeutic response and safety profile of finerenone in
patients over 65 years of age with DKD, based on data from the FINDKDLATAM observa-
tional study cohort. Materials and Methods: Subgroup analysis of a real-life, retrospective,
multicenter observational study—the FINDKDLATAM cohort. For the present analysis,
patients aged ≥ 65 years were stratified. Sociodemographic, clinical, paraclinical, and treat-
ment variables and adverse events were evaluated. The descriptive analysis used medians
with interquartile ranges (IQRs) for continuous variables of non-parametric distribution
and absolute and relative frequencies for categorical variables. The comparison of baseline
parameters and those at six months of follow-up was performed using non-parametric tests,
with statistics. Results: Of the total of 347 patients included in the original study, 157 (45.2%)
were ≥65 years of age. The median age was 72 years. The baseline profile showed a median
glomerular filtration rate (eGFR) of 38.0 mL/min/1.73 m2 (IQR: 30.0–50.75), as well as
elevated albuminuria (ACR 327.0 mg/g; IQR: 186.5–805.5). In addition, the patients had
a high burden of comorbidities. 58.0% of patients received finerenone at a dose of 10 mg
and 42.0% at a dose of 20 mg. After six months of follow-up, a significant reduction in the
median ACR was observed, decreasing from 327.0 mg/g (IQR: 186.5–805.5) to 78.0 mg/g
(IQR: 27.5–143.0), corresponding to a decrease of 76% (p < 0.0001). Regarding safety, hy-
perkalemia occurred in 20.3% of patients, although, in all cases, it was mild hyperkalemia
(potassium between 5.1 and 5.5 mEq/L), with no serious episodes or treatment suspensions
attributable to this event. Conclusions: In this cohort of Latin American adults over 65 years
of age with albuminuric DKD, finerenone demonstrated good efficiency given the clinically
significant reduction of albuminuria with stable renal function at six months of treatment,
also demonstrating a safety profile, with a low risk of hyperkalemia.

Keywords: finerenone; diabetic kidney disease; older adults; albuminuria; Latin America

1. Introduction
Diabetic kidney disease (DKD) has positioned itself as one of the main causes of chronic

kidney disease (CKD) worldwide, being associated with a high risk of progression to end-
stage renal disease and the occurrence of cardiovascular events [1]. As the population ages,
the number of people over 65 years of age with type 2 diabetes mellitus (T2DM) and DKD
increases, forming an increasingly large and relevant group of patients. However, this
population segment has been underrepresented in recent therapeutic intervention studies,
highlighting the need to analyze the effectiveness of treatment strategies in this group,
evaluating both their clinical response and their safety profile [2].

In this population group, the coexistence of T2DM, CKD and established cardio-
vascular disease (CVD), which has been called cardiorenal metabolic syndrome (CRMS),
represents a high-risk clinical scenario in which adverse outcomes mutually enhance each
other [3]. Albuminuria has become one of the most robust prognostic markers, being an
independent predictor of both renal progression and major cardiovascular events, including
renal, cardiac and metabolic pathology [4,5].
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Finerenone is a non-steroidal mineralocorticoid receptor antagonist (MRA) with a
slightly different pharmacological profile compared to classic steroidal MRAs, such as
spironolactone [6–8]. Its mechanism of action, centered on the selective inhibition of the
mineralocorticoid receptor in the vasculature, heart and kidney, has demonstrated anti-
inflammatory and anti-fibrotic effects that translate into both renal and cardiovascular
benefits [8]. In the FIDELIO-DKD and FIGARO-DKD trials [9,10], the use of finerenone
significantly reduced the risk of composite renal outcomes including sustained decline
in estimated glomerular filtration rate (eGFR) and progression to end-stage renal failure
and reduced the occurrence of major cardiovascular events in patients with CKD and
type 2 diabetes.

One of the most consistently observed effects with finerenone is the early and sus-
tained reduction of albuminuria, measured through the urinary albumin/creatinine ratio
(UACR) [6,8]. In the FIDELIO-DKD and FIGARO-DKD trials, finerenone demonstrated
significant reductions in albuminuria and favorable kidney outcomes in patients with
CKD and type 2 diabetes [9,10]. More recently, prespecified secondary analyses from the
FINEARTS-HF trial also evaluated kidney-related outcomes, including sustained eGFR de-
cline, kidney failure, eGFR slope, and changes in urine albumin-to-creatinine ratio (UACR).
In these analyses, finerenone was associated with a reduction in UACR and favorable
kidney outcome trends in patients with heart failure [11]. These findings further support
the potential renoprotective effects of finerenone across different cardiorenal populations.

The growing interest in finerenone has also been driven by the evolving concept
of residual cardiorenal risk in patients with DKD. Despite the widespread use of renin-
angiotensin system inhibitors and, more recently, SGLT2 inhibitors, a substantial proportion
of patients continue to experience progressive kidney function decline and cardiovascular
complications [4]. Persistent albuminuria has been recognized as one of the main indica-
tors of this residual risk and remains an important therapeutic target [4]. In this context,
finerenone has emerged as a complementary therapeutic option capable of addressing
inflammatory and fibrotic pathways that are not fully controlled by conventional thera-
pies, thereby expanding the therapeutic arsenal available for the management of diabetic
kidney disease.

In numerous clinical trials and observational studies conducted in real-world settings,
people over 65 years of age constitute a poorly represented group, although they have
considerable clinical and epidemiological interest. The aging process is associated with
an increased prevalence of CKD, greater cumulative exposure to factors that negatively
affect kidney function, and increased susceptibility to adverse events related to certain
drug substances.

In addition to the progressive decline in kidney function, older adults with DKD
frequently present with multimorbidity, polypharmacy, frailty, and functional limitations
that may influence treatment selection and clinical outcomes. These factors often complicate
the implementation of evidence-based therapies and increase concerns regarding adverse
events, particularly in patients with advanced CKD. Consequently, there is a growing
interest in identifying therapeutic strategies capable of providing renal and cardiovascular
protection while maintaining an acceptable safety profile in elderly populations. Real-world
evidence is particularly valuable in this setting because it reflects the characteristics and
complexity of patients commonly encountered in daily clinical practice, many of whom
would not meet the eligibility criteria of randomized clinical trials. This is especially
relevant for older adults, who remain underrepresented in clinical research despite bearing
a substantial burden of DKD and related cardiovascular complications, highlighting the
need for data that better inform treatment decisions in this vulnerable population.
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The specific characterization of albuminuria reduction with the use of finerenone in
the population over 65 years of age remains insufficiently explored in focused analyses.
The purpose of this work is to evaluate the magnitude and consistency of the reduction
of albuminuria with the use of finerenone in patients aged 65 years or older, based on the
evidence available in the FINDKDLATAM observational study [12], in order to inform the
behavior of this drug substance in this population group and provide solid evidence for
clinical decision-making in this age group of increasing epidemiological relevance.

2. Materials and Methods
2.1. Type of Study

A subgroup analysis of the FINDKDLATAM cohort (12) was performed, an observa-
tional, multicenter, real-life data-based study designed to evaluate the effectiveness and
safety of finerenone in Latin American patients with CKD associated with T2DM. The
original cohort included patients treated in seven Latin American countries, for whom
finerenone was prescribed as part of routine clinical practice in combination with other
standard therapies. For this manuscript, only patients aged 65 years or older at the time of
inclusion were selected, with the purpose of characterizing the therapeutic response and
safety profile in the older adult’s population.

2.2. Study Population

The eligible population consisted of adult patients diagnosed with type 2 diabetes
and chronic kidney disease, albuminuria defined by a urinary albumin/creatinine ratio
(ACR) greater than 30 mg/g, relevant clinical history of cardiovascular risk, and pharmaco-
logical treatment for diabetes-associated chronic kidney disease who participated in the
FINDKDLATAM cohort. For this analysis, only patients aged ≥65 years were included.
Complete baseline and 6-month follow-up data were available for all 157 eligible patients,
no patients were excluded because of missing follow-up information, and no losses to
follow-up occurred during the study period for this age subgroup.

2.3. Exposure and Intervention

The exposure evaluated was the use of finerenone at a daily dose of 10 mg or 20 mg, pre-
scribed by the treating physician in accordance with usual clinical practice, renal function,
serum potassium levels and current clinical guideline recommendations. No randomiza-
tion or experimental intervention was performed. Concomitant management, including
renin–angiotensin–aldosterone system inhibitors (RAASis), sodium–glucose cotransporter
type 2 inhibitors (SGLT2is), GLP-1 receptor agonists (aGLP-1), and other cardiometabolic
drugs, was recorded as part of the standard treatment received by each patient.

2.4. Variables and Outcomes

Sociodemographic, clinical, paraclinical, and therapeutic variables were collected.
Baseline variables included age, sex, body mass index (BMI), history of high blood pressure
(HBP), CVD, acute myocardial infarction (AMI), smoking, glycated hemoglobin levels
(HbA1%), eGFR, ACR, and serum potassium. The effectiveness outcomes were the change
in ACR and eGFR between baseline and six months of follow-up. The antiproteinuric re-
sponse was classified according to the percentage reduction in the ACR into three categories:
>50% reduction, reduction between 30% and 50%, and absence of significant response. The
primary safety outcome was the occurrence of hyperkalemia during follow-up, classified
according to available potassium values.
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To better characterize the clinical profile of the study population, baseline demo-
graphic and comorbidity data were analyzed in conjunction with laboratory and treatment
variables. Follow-up assessments were performed according to routine clinical practice at
each participating center, reflecting a real-world care model rather than a protocol-driven
intervention. Laboratory measurements were obtained from local accredited laboratories,
and the values recorded closest to baseline and six months after finerenone initiation were
used for analysis. This approach allowed the evaluation of treatment effectiveness un-
der conditions representative of everyday nephrology practice across different healthcare
systems in Latin America.

Cardiovascular history was assessed based on the information available in the medical
records and included the presence of established cardiovascular disease and previous acute
myocardial infarction. Established cardiovascular disease was defined as documented heart
failure, cerebrovascular disease, peripheral arterial disease. Previous acute myocardial
infarction was recorded separately as an independent baseline variable according to the
original FINDKDLATAM database structure. These variables were recorded as baseline
comorbidities because of their recognized association with adverse renal and cardiovascu-
lar outcomes in patients with DKD. Likewise, serum potassium values obtained during
routine follow-up were reviewed to identify episodes of hyperkalemia after finerenone
initiation. Because of the retrospective design of the study, detailed information regarding
previous episodes of hyperkalemia before treatment initiation, their severity, duration, pre-
cipitating factors, or specific management strategies was not consistently available across
all participating centers and therefore could not be systematically analyzed. Consequently,
the safety assessment focused on hyperkalemia events documented during the follow-up
period after finerenone prescription.

2.5. Statistical Analysis

Statistical analysis was performed using a descriptive and comparative approach
for paired data. Categorical variables are presented as absolute and relative frequencies.
Continuous variables are described using median and interquartile range (IQR), according
to the non-parametric distribution observed in the original cohort. The comparison of
baseline parameters and those at six months was performed using the Wilcoxon signed-
rank test for paired samples; therefore, confidence intervals for paired differences were not
routinely estimated. For the comparison of categorical variables, when appropriate, the χ2

test or Fisher’s exact test was used depending on the expected frequency distribution. A
p-value < 0.05 was considered statistically significant.

Given the observational nature of the study, the analyses were primarily exploratory
and descriptive. No imputation procedures were required because complete baseline and
follow-up information was available for all patients included in this subgroup analysis. The
magnitude of changes in renal and metabolic parameters was evaluated through paired
comparisons, allowing each participant to serve as their own control over time. This
methodological approach minimizes interindividual variability and provides a pragmatic
assessment of treatment performance under routine clinical conditions.

No formal adjustment for multiple comparisons was performed because the analy-
ses were exploratory in nature and aimed primarily to describe changes in clinical and
laboratory parameters over time in this real-world cohort. Therefore, p-values should be
interpreted as descriptive measures of statistical association.

Statistical analysis was performed using the SPSS statistical program version 30.
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2.6. Ethics Committee

The FINDKDLATAM study was approved by the ethics committee of the Faculty
of Medical Sciences of the University of San Carlos of Guatemala and was developed in
accordance with the principles of the Declaration of Helsinki. Participants in the original
study were informed about the nature of the study and signed informed consent. For this
subgroup analysis, data derived from the original cohort were used, without additional
interventions and maintaining the confidentiality of clinical information.

3. Results
The original study included a total of 347 patients. This subgroup analysis included

157 patients aged 65 years or older. The median age of this population was 72 years
(IQR 68–77), females represented 38.9% of the population (n = 61) while 61.1% were male
(n = 96). Regarding BMI, the median was 28.00 (IQR 26.00–31.48).

Regarding the behavior of the renal variables, the median baseline eGFR was 38.00
(IQR 30.00–50.75), and the median baseline UACR was 327.00 mg/g (IQR 186.5–805.50).
Baseline potassium levels remained stable with a median of 4.40 mEq/L (IQR 4.10–4.70).
Regarding glycemic control, the baseline HbA1c had a median of 7.35% (IQR 6.6–8.0%).
Regarding clinical history, 100% of patients over 65 years of age had HBP, 49% had CVD,
83.4% had exposure to tobacco, and 75.8% had a history of acute myocardial infarction
(AMI) (Table 1).

When comparing baseline values with those recorded at 6 months of follow-up, we
observed a significant improvement in ACR levels with a substantial reduction, going from
a median of 327.00 mg/g (IQR: 186.50–805.50) to 78.00 mg/g (IQR: 27.50–143.00; p < 0.0001),
which suggests a relevant decrease in albuminuria during follow-up (76% reduction). The
eGFR remained stable during the evaluated period, with no statistically significant differ-
ences between the baseline value and the control at 6 months. Regarding hyperkalemia as a
safety outcome, it occurred in 20.3% of the population; however, these cases were at levels
of mild hyperkalemia (5.1–5.5 mEq/L). No patient required finerenone dose reduction or
discontinuation, potassium-binding agents, emergency medical interventions, or specific
dietary potassium restriction attributable to hyperkalemia (Table 2).

Additional analysis of laboratory and clinical parameters demonstrated an overall
favorable evolution during follow-up. Along with the marked reduction in albuminuria,
glycemic control showed a modest but statistically significant improvement, reflected by
the decrease in median HbA1c levels. Likewise, both systolic and diastolic blood pressure
values were lower at six months compared with baseline measurements. At six months of
follow-up, additional changes were observed in several clinical and laboratory parameters.
Median HbA1c decreased from 7.35% (IQR 6.60–8.00) at baseline to 7.00% (IQR 6.50–7.70)
at follow-up (p < 0.0001). Median systolic blood pressure decreased from 145 mmHg (IQR
134–158) to 130 mmHg (IQR 120–140), while median diastolic blood pressure decreased
from 80 mmHg (IQR 70–82) to 72 mmHg (IQR 70–80) (both p < 0.0001).

Regarding the therapeutic group, the distribution of therapy in patients over 65 years
of age was distributed as follows: RAASi + SGLT2i + finerenone 37%, SGLT2i + finerenone
29%, GLP-1 + SGLT2i + finerenone 15%, RAASi + finerenone 11.4%, aGLP-1 + SGLT2i
+ RAASi + finerenone 5.7%, finerenone monotherapy 1.9%. In terms of albuminuria
response, 128 patients (81.53%) achieved a reduction greater than 50% in ACR, 21 patients
(13.38%) showed a reduction between 30% and 50%, and 8 patients (5.10%) did not meet
the predefined response criteria (Figure 1).
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Table 1. Baseline clinical and laboratory characteristics of patients over 65 years of age.

Characteristics Value

Demography

Age [years], Median [IQR] 72.00 [68.00–77.00]

Female Sex, n (%) 61 (38.9%)

Baseline Clinical Parameters

BMI [kg/m2], Median [IQR] 28.00 [26.00–31.48]

eGFR [mL/min/1.73 m2], Median [IQR] 38.00 [30.00–50.75]

ACR [mg/g], Median [IQR] 327.00 [186.50–805.50]

HbAlc [%], Median [IQR] 7.35 [6.60–8.00]

SBP [mmHg], Median [IQR] 145.00 [134.00–158.00]

DBP [mmHg], Median [IQR] 80.00 [70.00–82.00]

Potassium [mEq/L], Median [IQR] 4.40 [4.10–4.70]

Medical History, n (%)

High Blood Pressure 157 (100.0%)

Cardiovascular Disease 77 (49.0%)

Smoking 131 (83.4%)

Acute Myocardial Infarction 119 (75.8%)

Obesity 103 (65.6%)

Previous Pharmacological Treatment, n (%)

SGLT2i 139 (88.5%)

RAASi 92 (58.6%)

GLP-1 29 (18.5%)

Finerenone Dose, n (%)

10 mg 91 (58.0%)

20 mg 66 (42.0%)
Abbreviations: [IQR]: interquartile range, n: patients; %: percentage; BMI: body mass index; eGFR: glomerular
filtrate rate; ACR: Albumin-to-creatinine ratio; HbA1c: hemoglobin A1c; SBP: systolic blood pressure; DBP:
diastolic blood pressure; SGLT2i: Sodium–Glucose Cotransporter 2 inhibitors; RAASi: Renin–Angiotensin–
Aldosterone System inhibitor; GLP-1: Glucagon-Like Peptide-1.

Table 2. Comparison of baseline and final parameters.

Characteristics Baseline Value Value at 6 Months p-Value

Clinical Parameters

eGFR (mL/min/1.73 m2), Median [IQR] 38.00 [30.00–50.75] 40.00 [28.25–55.00] 0.7231

ACR (mg/g), Median [IQR] 327.00 [186.50–805.50] 78.00 [27.50–143.00] <0.0001

HbA1c (%), Median [IQR] 7.35 [6.60–8.00] 7.00 [6.50–7.70] <0.0001

SBP (mmHg), Median [IQR] 145.00 [134.00–158.00] 130.00 [120.00–140.00] <0.0001

DBP (mmHg), Median [IQR] 80.00 [70.00–82.00] 72.00 [70.00–80.00] <0.0001

Potassium (mEq/L), Median [IQR] 4.40 [4.10–4.70] 4.80 [4.40–5.00] <0.0001
Abbreviations: [IQR]: interquartile range, eGFR: glomerular filtrate rate; ACR: Albumin-to-creatinine ratio; HbA1c:
hemoglobin A1c; SBP: systolic blood pressure; DBP: diastolic blood pressure.
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Figure 1. Therapeutic group distribution in patients over 65 years of age. Abbreviations:
SGLT2i: Sodium–Glucose Cotransporter 2 inhibitors; RAASi: Renin–Angiotensin–Aldosterone System
inhibitor; GLP-1: Glucagon-Like Peptide-1.

4. Discussion
The present observational study corresponds to a subgroup analysis of the real-life

FINDKDLATAM study cohort (12) which included 347 patients with T2DM and CKD, of
whom 45.2% were over 65 years old, an age group usually underrepresented in clinical
trials but which constitutes a growing proportion in real clinical practice.

In this cohort, patients had a very high cardio-renal risk profile, characterized by
CKD stage 3b (median eGFR of 38 mL/min/1.73 m2), elevated baseline albuminuria levels
(median ACR of 327.0 mg/g) and a high burden of cardiovascular comorbidity, with 49%
established CVD and 100% with HBP. Despite this risk profile, a remarkably high rate of
therapeutic response was observed, with 81.5% of patients achieving a reduction of more
than 50% in the ACR, suggesting an anti-proteinuric effect in this age group.

During the 6-month follow-up, we observed a significant decrease in the ACR, approx-
imately 76%; only 5.1% of patients had a non-significant response in terms of albuminuria
reduction. In FIDELIO-DKD (10), the reduction in the UACR was on the order of 30% in the
first months, while in FIGARO-DKD (9) and combined analyses of the FIDELITY program,
the effects were consistent but of lower average magnitude. Similarly, the FINDKDLATAM
study in the global population reported reductions of approximately 70–76% under real clin-
ical practice conditions [12]. Although the magnitude of albuminuria reduction observed
in this cohort differs from that reported in pivotal randomized trials, direct comparisons
should be avoided because of differences in study design, baseline risk profile, concomitant
therapies, and the absence of a control group in the present analysis. Therefore, these
results should be interpreted as supportive real-world evidence of albuminuria reduction
in patients aged 65 years or older.

An important characteristic of our cohort was the exceptionally high burden of cardio-
vascular disease observed in an older adult with diabetic kidney disease. The median age
was 72 years, and more than three-quarters of patients had a prior history of acute myocar-
dial infarction, reflecting a population at extremely high cardiorenal risk. This prevalence
appears higher than that reported in most randomized clinical trials and observational
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cohorts of patients with diabetic kidney disease. The advanced age of the population,
together with the high prevalence of cardiovascular comorbidities, suggests that this cohort
represents a particularly vulnerable subgroup frequently encountered in practice but often
underrepresented in clinical trials.

The objective of this study was not to compare the efficacy and safety of finerenone
between different age groups, unlike what was done by Bansal S. et al. [13] who carried
out a comparative analysis in the FIDELITY cohort. This analysis demonstrated that the
cardiovascular and renal protection provided by finerenone is not influenced by age, and
that renal events decreased with the use of finerenone regardless of age group, suggesting
that age is not a modulating factor of the renal protection of this drug. The lack of statistical
significance in the group over 75 years old could be attributed to the small number of
events and the small representation of patients in that subgroup compared to the other age
groups analyzed.

The question about the efficacy of finerenone in older patients is very pertinent since
the activity of the enzyme 11B hydroxysteroid dehydrogenase type 2, which protects against
the overactivity of the mineralocorticoid receptor (MR) by cortisol, is downregulated with
advanced age, so, in older patients, there could be overactivity of the MR by cortisol, so the-
oretically they would be patients with a greater probability of benefiting from blocking the
MR [14,15]. Similarly, a lower activity of the enzyme 11 B hydroxysteroid dehydrogenase
has been identified in men with HBP [16], which could impact the activity of finerenone
in this population. Our study did not assess potential differences in efficacy and safety in
terms of biological sex.

Other therapies considered as a standard of care in patients with T2DM and car-
diovascular risk, such as SGLT2 inhibitors [7,17], have also shown that their benefit is
independent of the patient’s age and also impact renal outcomes and control of serum
glucose levels [18,19]. In fact, a trend towards greater benefits has been observed in more
frail patients [20], these findings are very plausible given that these patients had a higher
absolute risk at baseline.

In the FOUNTAIN program cohort in the United States, the average age of patients
treated with finerenone was 70.3 years, very similar to that observed in our population
(median of 72 years), suggesting adequate comparability in terms of aging and baseline
risk burden. However, there are relevant differences in the magnitude and dynamics of
the response: while in FOUNTAIN the reduction in the ACR is documented progressively
from the fourth month and is maintained until 12 months, in our Latin American cohort,
this effect was earlier and more pronounced, with a decrease of close to 76% already at
six months. This discrepancy could reflect differences in the baseline albuminuria profile,
the intensity of concomitant treatment (particularly combined use with SGLT2i and renin-
angiotensin system blockade) and the characteristics of clinical practice in each setting.
In addition, given the observational before-and-after design and the markedly elevated
baseline UACR values, part of the observed reduction may have been influenced by
regression to the mean and the natural biological variability of albuminuria measurements.
Nevertheless, under real-life conditions in Latin America, the present findings are consistent
with an antiproteinuric effect of finerenone in patients over 65 years of age, while the
magnitude of this reduction should be interpreted cautiously given the observational
before-and-after design and the potential contribution of regression to the mean [21].

One particularly relevant aspect is the stability of the eGFR. Unlike what has been
described with other nephroprotective drugs, where an initial drop in eGFR may be
observed, in this cohort, no significant changes were documented at six months. This
finding is consistent with what has been reported in observational studies and subgroup
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analyses, where the effect of finerenone is characterized more by slowing the slope of
decline than by acute changes in renal function [22].

Regarding safety, the incidence of hyperkalemia was mostly mild and did not lead to
the discontinuation of treatment. This pattern is consistent with that observed in FIDELIO-
DKD (10), where hyperkalemia was more frequent with finerenone, but rarely resulted in
clinically serious events. In older adults, this point is especially relevant, since concern
about electrolyte imbalances often limits the use of MR antagonists. However, in this study,
we found an incidence of hyperkalemia of 20.3%, slightly higher than the general cohort of
FINDKDLATAM, which could be influenced by age, since being over 65 years old acts as
an independent risk factor for the development of hyperkalemia [23]. The data presented
in our study suggest that, under adequate monitoring, the safety profile is manageable in
patients over 65 years of age, even in patients with compromised renal function.

However, these findings should be interpreted considering some limitations. The
observational design introduces potential selection bias and residual confounding, partic-
ularly regarding the treatment indication and the intensity of concomitant therapies. In
addition, inclusion in the present subgroup analysis required the availability of complete
baseline and six-month follow-up data. Although no losses to follow-up occurred among
the patients included in this subgroup, this requirement may have excluded individuals
who discontinued treatment, transferred care, or lacked complete follow-up information.
Consequently, the efficacy and safety estimates reported herein should be interpreted with
this potential source of selection bias in mind. Furthermore, the absence of a control group
limits the ability to establish causal relationships, making it impossible to determine what
proportion of the observed reduction in albuminuria is attributable solely to finerenone
use and not to other factors, such as the natural variability of albuminuria levels or the
intensification of concomitant treatments. Another important limitation is the potential
influence of regression to the mean. Because baseline UACR values were markedly ele-
vated and showed substantial variability, part of the observed reduction in albuminuria
may reflect natural fluctuations in repeated measurements rather than the treatment effect
alone. Therefore, although the magnitude of albuminuria reduction is consistent with the
known antiproteinuric effects of finerenone, the contribution of regression to the mean
cannot be completely excluded in the absence of a control group. The relatively short
follow-up period precludes the evaluation of critical outcomes such as progression to renal
replacement therapy or major cardiovascular events. In addition, the cohort represents
a specific Latin American setting, which may limit the generalizability of the results to
other contexts.

Despite these limitations, the study provides relevant information for clinical practice.
Our study has many strengths; we highlight that it is the largest published real-life cohort
of Latin American population formulated with finerenone across 7 different countries
in the region. In a scenario where the population with diabetic kidney disease is aging
rapidly, having specific data on those over 65 years of age is essential. The magnitude of
the observed reduction in albuminuria, along with the stability of renal function and an
acceptable safety profile, positions finerenone as a solid therapeutic tool in this age group.

5. Conclusions
In this cohort of patients over 65 years of age with DKD, finerenone is associated

with a significant reduction in albuminuria, with more than 80% of patients achieving a
significant response (>50% reduction in UACR), in addition to being a safe medication
with a good safety and tolerability profile. These findings support the use of finerenone
as an effective and safe therapeutic strategy within a multidisciplinary and combined
approach, especially in geriatric populations frequently underrepresented in clinical trials.
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Prospective and long-term follow-up studies are needed to confirm its impact on hard renal
and cardiovascular outcomes in this age group.
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20. Butt, J.H.; Dewan, P.; Merkely, B.; Belohlávek, J.; Drożdż, J.; Kitakaze, M.; Inzucchi, S.E.; Kosiborod, M.N.; Martinez, F.A.;
Tereshchenko, S.; et al. Efficacy and Safety of Dapagliflozin According to Frailty in Heart Failure with Reduced Ejection Fraction
A Post Hoc Analysis of the DAPA-HF Trial. Ann. Intern. Med. 2022, 175, 820–830. [CrossRef] [PubMed]

21. Kovesdy, C.P.; Ebert, N.; Vizcaya, D.; Walsh, M.; Kosiborod, M.N.; Layton, J.B.; Ziemiecki, R.; Johannes, C.B.; Pladevall-Vila, M.;
Gee, P.O.; et al. Change in Urine Albumin-Creatinine Ratio and Occurrence of Hyperkalemia in Patients Initiating Finerenone in
the USA: A Cohort Study from the FOUNTAIN Platform. Nephron 2025, 149, 371–383. [CrossRef] [PubMed]

https://doi.org/10.3390/medicina62071317

https://doi.org/10.69097/43-01-2026-06
https://www.ncbi.nlm.nih.gov/pubmed/42037284
https://doi.org/10.1097/MNH.0b013e3283456546
https://www.ncbi.nlm.nih.gov/pubmed/21422923
https://doi.org/10.22265/acnef.9.3.603
https://doi.org/10.24875/nefro.22000034
https://doi.org/10.1007/s11886-020-01399-7
https://www.ncbi.nlm.nih.gov/pubmed/32910349
https://doi.org/10.1056/nejmoa2110956
https://www.ncbi.nlm.nih.gov/pubmed/34449181
https://doi.org/10.1056/nejmoa2025845
https://www.ncbi.nlm.nih.gov/pubmed/33264825
https://doi.org/10.1001/jamacardio.2025.1101
https://www.ncbi.nlm.nih.gov/pubmed/40397470
https://doi.org/10.5527/wjn.v15.i1.115933
https://www.ncbi.nlm.nih.gov/pubmed/41884241
https://doi.org/10.1136/bmjopen-2023-076444
https://www.ncbi.nlm.nih.gov/pubmed/38508632
https://doi.org/10.1210/endo-meetings.2011.part3.p9.p2-620
https://doi.org/10.37871/jbres1513
https://doi.org/10.1007/164_2016_76
https://www.ncbi.nlm.nih.gov/pubmed/27830348
https://doi.org/10.2337/dc26-S009
https://www.ncbi.nlm.nih.gov/pubmed/41358900
https://doi.org/10.1155/ije/9919963
https://www.ncbi.nlm.nih.gov/pubmed/40352967
https://doi.org/10.1016/j.rccar.2020.07.005
https://doi.org/10.7326/M21-4776
https://www.ncbi.nlm.nih.gov/pubmed/35467935
https://doi.org/10.1159/000543923
https://www.ncbi.nlm.nih.gov/pubmed/40015260
https://doi.org/10.3390/medicina62071317


Medicina 2026, 62, 1317 13 of 13

22. Green, J.B.; Mottl, A.K.; Bakris, G.; Heerspink, H.J.L.; E Mann, J.F.; McGill, J.B.; Nangaku, M.; Rossing, P.; Scott, C.; Gay, A.; et al.
Design of the COmbinatioN effect of FInerenone anD EmpaglifloziN in participants with chronic kidney disease and type 2
diabetes using a UACR Endpoint study (CONFIDENCE). Nephrol. Dial. Transplant. 2023, 38, 894–903. [CrossRef] [PubMed]

23. Agarwal, R.; Joseph, A.; Anker, S.D.; Filippatos, G.; Rossing, P.; Ruilope, L.M.; Pitt, B.; Kolkhof, P.; Scott, C.; Lawatscheck, R.; et al.
Hyperkalemia Risk with Finerenone: Results from the FIDELIO-DKD Trial. J. Am. Soc. Nephrol. 2022, 33, 225–237. [CrossRef]
[PubMed]

Disclaimer/Publisher’s Note: The statements, opinions and data contained in all publications are solely those of the individual
author(s) and contributor(s) and not of MDPI and/or the editor(s). MDPI and/or the editor(s) disclaim responsibility for any injury to
people or property resulting from any ideas, methods, instructions or products referred to in the content.

https://doi.org/10.3390/medicina62071317

https://doi.org/10.1093/ndt/gfac198
https://www.ncbi.nlm.nih.gov/pubmed/35700142
https://doi.org/10.1681/ASN.2021070942
https://www.ncbi.nlm.nih.gov/pubmed/34732509
https://doi.org/10.3390/medicina62071317

	Introduction 
	Materials and Methods 
	Type of Study 
	Study Population 
	Exposure and Intervention 
	Variables and Outcomes 
	Statistical Analysis 
	Ethics Committee 

	Results 
	Discussion 
	Conclusions 
	References

